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[4110-03] 


DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 


Food and Drug Administration 
[21 CFR Part 808] 


{Docket No. 77N-0333)] 


EXEMPTION FROM PREEMPTION OF STATE 
AND LOCAL HEARING AID REQUIREMENTS 


Applications for Exemption 


AGENCY: Food and Drug Administra- 
tion. 


ACTION: Proposed rule. 


SUMMARY: In response to applica- 
tions from several States, this propos- 
al would exempt certain State and 
local hearing aid device requirements 
from Federal preemption. The Federal 
Food, Drug, and Cosmetic Act pre- 
empts State and local medical device 
requirements that are different from 
or in addition to Federal requirements. 
The act also provides that the agency 
may, by regulation, exempt State and 
local device requirements from pre- 
emption. Elsewhere in this issue, the 
agency gives notice of an opportunity 
for interested persons to request an 
oral hearing on these proposed regula- 
tions. 


DATES: Comments by September 26, 
1978. The Commissioner proposes that 
the final regulation based on this pro- 
posal shall be effective 30 days after 
its publication in the REeGcIsTteR REcIs- 
TER. 


ADDRESS: Written comments to the 
Hearing Clerk (HFA-305) Food and 
Drug Administration, Room 4-65, 5600 
Fishers Lane, Rockville, Md. 20857. 


FOR FURTHER INFORMATION 
CONTACT: 


Joseph M. Sheehan, Bureau of Medi- 
cal Devices (HFK-70), Food - and 
Drug Administration, Department of 
Health, Education, and Welfare, 
8757 Georgia Avenue, Silver Spring, 
Md. 20910, 301-427-7114. 


SUPPLEMENTARY INFORMATION: 
The Commissioner of Foods and 
Drugs, in a final regulation published 
in the FEDERAL REGISTER of February 
15, 1977 (42 FR 9286), established pro- 
fessional and patient labeling and con- 
ditions for sale of hearing aids. Since 
this regulation became effective on 
August 25, 1977, any State and local 
hearing aid requirement that is differ- 
ent from or in addition to the require- 
ments established by the FDA regula- 
tions is preempted under section 
521(a) of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 360k(a)). 

The Food and Drug Administration 
issued final regulations, published in 
the FEDERAL REGISTER of May 2, 1978 
(43 FR 18661), establishing procedures 
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for considering applications for ex- 
emption from preemption. In these 
regulations, the Commissioner an- 
nounced his determination that sec- 
tion 521 of the act does not preempt 
certain types of State and local re- 
quirements. The following require- 
ments relating specifically to hearing 
aids are not preempted: (1) Require- 
ments with respect to the licensing of 
hearing aid dispensers, audiologists, 
and physicians; (2) requirements that 
are substantially identical to the FDA 
requirements governing the labeling 
and conditions for sale of hearing aids; 
and (3) requirements established by 
Federal, State, or local agencies to 
control the expenditures of public 
funds for purchasing hearing aids and 
hearing health care services for the 
hearing impaired. 

These regulations also established 
procedures for considering applica- 
tions filed under section 521(b) of the 
act. Section 521(b) provides that FDA 
may, by regulation issued after notice 
and an opportunity for an oral hear- 
ing, exempt a State or local medical 
device requirement from preemption 
under such conditions as the Commis- 
sioner may prescribe if the require- 
ment is (1) more stringent than an 
FDA requirement applicable to the 
device under the act, or (2) required by 
compelling local conditions and com- 
pliance with it would not cause the 
device to be in violation of any re- 
quirement applicable under the act. 

Shortly after the FDA hearing aid 
regulation became effective, several 
States applied for exemption from 
preemption for their hearing aid re- 
quirements. Realizing that many 
other State and local governments had 
requirements similar to those for 
which applications had been filed, the 
Commissioner, in a notice published in 
the FEDERAL REGISTER of October 18, 
1977 (42 FR 55648), invited all State 
and local governments to file within 30 
days applications for exemption from 
preemption for requirements govern- 
ing labeling and conditions for sale of 
hearing aids. The purpose of the 
notice was to expedite the considera- 
tion of these applications by encourag- 
ing simultaneous submissions by af- 
fected State and local governments. As 
a result of this notice, 19 applications 
are now pending. The Commissioner is 
now proposing action on each of these 
applications in this consolidated pro- 
ceeding. 


EFFECT OF EXEMPTION 


The Commissioner emphasizes that 
when FDA grants an exemption to a 
State or local requirement (when FDA 
reinstates a preempted State or local 
law), the granting of the exemption 
does not in any manner affect FDA re- 
quirements under the act, such as the 
FDA regulations mentioned earlier re- 


lating to labeling and conditions for 
sale of hearing aids. The FDA require- 
ments continue in full force and effect 
regardless of whether comparable or 
related State or local requirements are 
preempted or exempted from preemp- 
tion. 

The Commissioner also notes that 
many State requirements do not apply 
to all sales of hearing aids, as the FDA 
requirements do. For example, some 
State requirements apply only to sales 
to minors; other State requirements 
specifically do not apply to sales of re- 
placement hearing aids: If such re- 
quirements are more stringent than 
the FDA requirements, they may be 
exempted from preemption. If an ex- 
emption is granted, these State or 
local requirements are in addition to 
and not in lieu of the FDA require- 
ments. Therefore, a person engaged in 
the sale or distribution of hearing aids 
must comply with both sets of require- 
ments to be in compliance with both 
State and Federal law. 


THE FDA HEARING AID REGULATIONS _ 


In ruling on these applications, the 
Commissioner has compared each of 
the State requirements to FDA hear- 
ing aid requirements in §§ 801.420 and 
801.421 (21 CFR 801.420, 801.421). 

Section 801.420 requires a manufac- 
turer or distributor of a hearing aid to 
provide a user instructional brochure 
to accompany each hearing aid. This 
brochure must contain certain infor- 
mation for the hearing aid dispenser 
and user and instructions for use of 
the hearing aid. Section 801.421 (b) 
and (c) requires the manufacturer and 
hearing aid dispenser to make the bro- 
chure available to a prospective user. 
The dispenser is required to give a pro- 
spective user an opportunity to read 
the brochure and to review the bro- 
chure with the prospective user. 

Section 801.421 also prohibits a 
hearing aid dispenser from selling a 
hearing aid unless the prospective user 
has presented to the dispenser a state- 
ment signed by a licensed physician 
stating that the patient’s hearing loss 
has been evaluated medically, and 
that the patient may be considered a 
candidate for a hearing aid. The medi- 
cal evaluation must have taken place 
within the 6 months preceding the 
sale. An informed adult, 18 years of 
age or older, may waive the medical 
evaluation requirement by signing a 
written statement. The hearing aid 
dispenser is prohibited from actively 
encouraging the prospective user to 
waive medical evaluation. 


GENERAL ISSUES 


Many of the State requirements are 
similar and involve a number of recur- 
ring issues. Later sections of this pre- 
amble will address individual State or 
local requirements. The following dis- 
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cussion of the recurring issues and the 
Commissioner’s reasons for their reso- 
lution generaly will not be repeated in 
the discussion of the individual State 
laws. 

1. Medical evaluation. The Commis- 
sioner has determined that good hear- 
ing health care practice requires that 
persons with hearing loss have a medi- 
cal evaluation by a licensed physician 
(preferably a physician who specializes 
in diseases of the ear) before purchas- 
ing a hearing aid. A medical evaluation 
by a physician is necessary to deter- 
mine the cause of, and the pathology 
associated with, a patient’s hearing 
loss. Because a medical evaluation 
often includes an interpretation of a 
medical history, a physical examina- 
tion, and laboratory and X-ray studies, 
an examination by other than a li- 
censed physician will not satisfy this 
need. Therefore, the Commissioner is 
proposing to deny exemption from 
preemption for any State or local re- 
quirement that does not require a 
medical evaluation by a licensed physi- 
cian. 

2. Audiological evaluation. In the 
final FDA regulation on labeling and 
conditions for sale of hearing aids, the 
Commissioner rejected suggestions 
that an audiological evaluation be 
made a condition to the sale of a hear- 
ing aid. The Commissioner concluded 
that the public record did not justify 
requiring an audiological evaluation to 
determine hearing aid candidacy. The 
Commissioner also noted that such a 
requirement would create an addition- 
al barrier to the receipt of a hearing 
aid in those areas of the country 
where audiological services are scarce 
and could increase the cost of obtain- 
ing a hearing aid without providing 
any conclusive assurance that the pa- 
tient would benefit from amplifica- 
tion. However, several States with 
mandatory audiological evaluation re- 
quirements have pointed out in their 
applications that audiological services 
are not scarce in their jurisdictions. 
These States also claim that the cost 
of audiological evaluation is generally 
covered by medical insurance so as not 
to represent a direct additional cost to 
the patient. 

Although audiological examinations 
may be covered by insurance as a 
number of States claim, the Commis- 
sioner is not persuaded that this pro- 
vides a basis for granting an exemp- 
tion from preemption. The consumer 
ultimately pays for these examina- 
tions, if not directly, then through in- 
creased insurance premiums. Further- 
more, the Commissioner has not seen 
any additional information which 
would justify requiring an audiological 
evaluation to determine hearing aid 
candidacy. Therefore, the Commis- 
sioner is proposing to deny exemption 
from preemption for State laws requir- 
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ing audiological evaluation for adults 
before the sale of a hearing aid. 

However, as noted in the FDA hear- 
ing aid regulation under 
§ 801.420(c)(3), the Commissioner be- 
lieves that a child with a hearing loss 
should be directed to an audiologist 
for evaluation and rehabilitation be- 
cause hearing loss may cause problems 
in language development and the edu- 
cational and social growth of a child. 
Although the FDA regulation encour- 
ages, but does not require, audiological 
evaluation for children, the Commis- 
sioner believes that State require- 
ments for audiological evaluation for 
children are more stringent than, and 
consistent with, the Federal require- 
ment. Therefore, the Commissioner is 
proposing to grant exemption from 
preemption for such requirements. 

3. Waiver of medical evaluation. 
The Federal regulation permits a pro- 
spective hearing aid user 18 years of 
age or older to waive the medical eval- 
uation requirement provided the hear- 
ing aid dispenser: (1) Informs the pro- 
spective user that exercise of the 
waiver is not in the user’s best health 
interest; (2) does not actively encour- 
age the user to waive; and (3) affords 
the prospective user the opportunity 
to sign a waiver statement. This 
waiver provision acknowledges that 
some persons have religious or person- 
al beliefs against a medical evaluation. 
The provision also allows for the rare 
circumstance in which an individual 
would have great difficulty in obtain- 
ing a medical evaluation because of 
the lack of a physician in the area. 

The FDA regulation (§ 801.420(c)(2)) 
also requires that the User Instruc- 
tional Brochure contain a statement 
warning hearing aid dispenser to 
advise the prospective user to consult 
promptly with a licensed physician if 
the dispenser determines that the pro- 
spective user has any one of eight 
medical conditions. A prospective user 
may waive medical evaluation whether 
or not any one of the eight conditions 
is present. The Commissioner, howev- 
er, expects hearing aid dispensers to 
urge prospective users exhibiting any 
of these conditions to consult a physi- 
cian. 

The Commissioner believes that, in 
general, an informed adult who has re- 
ligious or personal objections to medi- 
cal examination should be permitted 
to waive the medical evaluation re- 
quirement. Therefore, he is proposing 
to deny exemption from preemption 
for those State and local requirements 
that either do not permit any waiver 
of a medical evaluation requirement, 
or permit a waiver only for religious 
reasons. However, the Commissioner 
strongly believes that a medical exami- 


_ nation should be an integral part of 


the hearing aid selection process for 
most adults and an absolute require- 
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ment, as provided in § 801.421(a)(2), 
for persons who are less than 18 years 
old. Therefore, the Commissioner, in 
deference to the judgment of the 
States, is proposing to grant exemp- 
tions from preemption for those State 
and local requirements that do not 
permit a waiver when certain medical 
conditions are found to exist in the 
prospective purchaser. Such a require- 
ment is more stringent than the FDA 
requirement and is consistent with the 
FDA policy of encouraging a medical 
evaluation as a condition to the pur- 
chase of a hearing aid. 

4. Six-month requirement. The FDA 
regulation in §801.421(a)(1) requires 
that a medical evaluation be made no 
more than 6 months before the pur- 
chase of a hearing aid. This period is 
sufficiently long to give the purchaser 
time to shop for a hearing aid and yet 
is sufficiently short to decrease the 
likelihood of substantial changes in 
the prospective user’s medical condi- 
tion. 

Some States have requested an ex- 
emption for requirements which pro- 
vide that a medical evaluation must 
take place less than 6 months before 
the sale of the hearing aid. These 
States assert that, in their jurisdic- 
tions, hearing health care services are 
readily available and, therefore, it is 
reasonable to require an examination 
within a shorter period of time. The 
Commissioner generally agrees with 
this position. Therefore, he is propos- 
ing to grant an exemption from pre- 
emption for those State requirements 
that provide that the medical evalua- 
tion must take place less than 6 
months before the sale of a hearing 
aid; the basis for the exemption is that 
such requirements are more stringent 
than the FDA requirement. 

Other States do not establish any 
time period within which a medical ex- 
amination must occur. Apparently in 
those States it is not a violation of 
State law for a hearing aid dispenser 
to sell a hearing aid even though the 
prospective user has not received a 
medical evaluation for many years. 
The Commissioner reiterates that all 
FDA requirements remain in force 
when a State statute is less stringent 
or silent with respect to a particular 
requirement. When the State require- 
ment is more stringent, the Federal re- 
quirement continues regardless of 
whether the more stringent require- 
ment is exempted from preemption. 
Of course, compliance with a particu- 
lar State requirement that is more 
stringent than the FDA requirement 
will also assure compliance with the 
comparable FDA requirement. 

To summarize, under Federal law a 
medical examination must, unless law- 
fully waived, take place no longer than 
6 months before the purchase of a 
hearing aid. Where the Commissioner 
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grants an exemption for a State law 
that establishes a shorter time period, 
then under State law the shorter time 
period is a valid State requirement. 

5. Sales receipt. Many State laws re- 
quire a hearing aid dispenser to pro- 
vide the purchaser with a receipt con- 
taining certain information. Most of 
the required information concerns the 
terms of sale. Such requirements are 
not preempted by section 521(a) of the 
act because they do not relate to the 
safety and effectiveness of hearing 
aids. Therefore, they are not candi- 
dates for exemption from preemption. 

Some State laws, however, require 
that the receipt contain certain infor- 
mation with respect to the safety or 
effectiveness of the hearing aids. For 
such requirements, the Commissioner 
is proposing to grant exemption from 
preemption provided that the require- 
ment does not conflict with any re- 
quirement under FDA regulation. 

Many State laws also require that 
the receipt include a statement as to 
whether the hearing aid is new, used, 
or reconditioned. Section 801.420(c)(5) 
requires that, if a hearing aid is “used” 
(as defined in § 801.420(a)(6)), or re- 
built, this fact shall be declared on the 
container in which the hearing aid is 
packaged and on a tag physically at- 
tached to the hearing aid. Most of the 
State laws, however, do not define the 
term “used hearing aid.” The Commis- 
sioner is proposing to exempt from 
preemption State laws that require a 
sales receipt to state whether the 
hearing aid is new, used, or recondi- 
. tioned, provided that the State applies 
the Federal definition of “used hear- 
ing aid” when enforcing the require- 
ment. Such requirements will be 
exempted on the basis that they 
impose an additional and more strin- 
gent requirement. 

6. Recordkeeping. Section 801.421(d) 
requires a hearing aid dispenser to 
maintain a copy of the physician’s 
medical evaluation statement or the 
signed waiver for at least 3 years from 
. the date of sale. The Commissioner is 
proposing to exempt from preemption 
those more stringent State require- 
ments that provide that these records 
must be kept for a longer period, be- 
cause such requirements may assist 
the States in enforcing the medical 
evaluation requirements. 


INDIVIDUAL STATE OR LOCAL 
REQUIREMENTS 


Following are discussions of the sec- 
tions of State hearing aid laws and 
regulations that are subject 521 of the 
act: 


ARIZONA 


Arizona Revised Statute 36-1901.7. 
This section provides that unethical 
conduct for a hearing aid dealer in- 
cludes: . 


(s) Fitting and dispensing of a hearing aid 
when dealing with a child 14 years of age or 
under, without first ascertaining whether 
the child has been examined by an otolaryn- 
gologist, including an otologic and audiolo- 
gic examination, for his recommendation 
within 90 days prior to the fitting. If such 
not be the case, a recommendation to do so 
must be made and this fact shall be record- 
ed as provided by regulation. The provisions 
of this subdivision shall not apply to the re- 
placement of any hearing aid within 1 year 
of its purchase. 

(t) Fitting and dispensing of a hearing aid 
to any individual who has a significant air 
bone gap or an apparent unilateral sensorin- 
eural hearing loss without first ascertaining 
that the individual has been examined by 
an otolaryngologist and received an otologi- 
cal and audiologic examination within the 
preceding 6-month period. If such not be 
the case, the individual shall sign an agree- 
ment as provided by regulation, stating the 
person has been informed of possible correc- 
tion of his hearing loss by surgical or medi- 
cal means, and that a hearing loss of this 
nature could be caused by serious and life 
threatening disease. The provisions of this 
subdivision shall not apply to the replace- 
ment of any hearing aid within 1 year of its 
purchase. 


Subsection (s) and its implementing 
regulation (A.C.R.R. R9-16-303) are 
less stringent than the FDA require- 
ments because they would allow the 
parent or guardian of a child 14 years 
of age or under to waive the medical 
evaluation requirement for the child. 
These provisions would allow the dis- 
pensing of a hearing aid to a child 
without any medical examination. 
Therefore, the Commissioner is pro- 
posing to deny exemption from pre- 
emption for these requirements. 

Subsection (t) and its implementing 
regulation (A.C.R.R. R9-16-304) re- 
quire that a prospective hearing aid 
user with a significant air bond gap or 
apparent unilateral sensorineural 
hearing loss be examined by an otolar- 
yngologist and receive an otologic and 
audiologic examination within 6 
months before the sale of a hearing 
aid. An informed adult may sign a 
written waiver of these requirements. 
As stated above in the discussion of 
general issues, the Commissioner is 
proposing to deny exemption from 
preemption for audiological evaluation 
requirements for adults. However, be- 
cause the Arizona statute permits a 
waiver of this requirement, the Com- 
missioner believes that the reasoning 
given above does not apply. The Com- 
missioner is proposing to exempt these 
requirements from preemption  be- 
cause they are more stringent than 
the FDA requirements. 


CALIFORNIA 


Business and Professions Code 
§ 3365.6: 

No hearing aid shall be sold by an individ- 
ual licensed under this chapter, to a person 
16 years of age or younger, unless within 
the preceding 6 months a recommendation 


for a hearing aid has been made by both a 
board-certified, or a board-eligible physician 
specializing in otolaryngology, and by an au- 
diclogist certified by the American Speech 
and Hearing Association. A replacement of 
an identical hearing aid within one year 
shall be an exception to this requirement. 


This section is more stringent than 
the FDA regulation because it requires 
that a prospective hearing aid user 16 
years of age or younger be examined 
by an otolaryngologist and an audiolo- 
gist before the sale of a hearing aid. 
Therefore, the Commissioner is pro- 
posing that this section be exempted 
from preemption. The Commissioner 
advises, however, that in order for a 
sale to be in compliance with Federal 
law, it must meet all the requirements 
of the FDA regulation. Thus, with spe- 
cific reference to the “replacement” 
provision in the final sentence of 
§ 3365.6, if a “replacement” constitutes 
a new sale, and is not simply a warran- 
ty-type substitution of one hearing aid 
for another, all requirements of the 
FDA regulation must be met including 
a medical examination within the pre- 
ceding 6 months. 

The Commissioner is also proposing 
to exempt from preemption Califor- 
nia’s Health and Safety Code, section 
26463(m), which prohibits the adver- 
tising of any device represented to 
have any effect in diseases or disorders 
of the ear. The Commissioner es; al- 
ly seeks comments on this provision 
because to the extent that it relates to 
the safety and effectiveness of a hear- 
ing aid, it is more stringent than the 
FDA requirements. However, if the 
provision is not related to safety or ef- 
fectiveness, but rather relates to other 
forms of consumer protection, it may 
not be preempted by section 521(a) of 
the act. 

The Commissioner notes that the 
proposal here is independent of an 
earlier application for exemption for 
other provisions of California law (see 
FEDERAL REGISTER Of February 15, 
1977, 42 FR 9186, 9226). That matter is 
pending. When the proposed regula- 
tion was issued on the earlier applica- 
tion, the FDA hearing aid regulation 
had not yet gone into effect and, 
therefore, California laws relating to 
hearing aids were not preempted. Be- 
cause California laws relating to label- 
ing and conditions of sale of hearing 
aids that are in addition to or differ- 
ent from the FDA requirements are 
now preempted, it is necessary to in- 
clude these provisions in the current 
proceeding. 

CONNECTICUT 

Connecticut General Statutes 20- 
403: 


Anyone who has a history of (1) Visible 
congenital or traumatic deformity of the 
ear; (2) Active drainage from the ear within 
the previous 90 days; (3) Sudden, or rapidly 
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progressive, hearing loss within the previous 
90 days; (4) Acute or chronic dizziness; (5) 
Unilateral hearing loss of sudden or recent 
onset within the previous 90 days; (6) audio- 
metric air-bone gap equal to, or greater 
than, 15 decibels at 500 hertz (Hz), 1,000 Hz, 
and 2,000 Hz; (7) visible evidence of cerumen 
accumulation, or a foreign body in the ear 
canal; and (8) pain or discomfort in the ear 
within the previous 60 days shall be advised 
by the hearing aid dealer, as defined herein, 
to consult a physician or an otolaryngolo- 
gist, as defined herein, prior to fitting of the 
hearing aid. A written statement, stating 
the consumer has been advised of such, 
shall accompany any sale of a hearing aid. 


The Commissioner is proposing to 
exempt this section from preemption. 
The section is more stringent than the 
FDA regulation because it requires the 
hearing aid dispenser to advise the 
prospective purchaser in writing to 
consult a physician if certain medical 
conditions are found to exist. 

The FDA regulation only requires 
that the User Instructional Brochure 
contain a statement warning hearing 
aid dispensers to advise a prospective 
hearing aid user to consult a physician 
if these medical conditions are found 
to exist. 

Connecticut General Statutes 20- 
404. This section provides that a hear- 
ing aid dealer license may be suspend- 
ed for unethical conduct including: 


(6) Selling a hearing aid to a person under 
the age of 18 without prior ear examination 
by an otolaryngologist and an audiological 
examination performed or supervised by an 
audiologist. 


The Commissioner is proposing to 
exempt this section from preemption. 
It is more stringent than the FDA reg- 
ulation because it requires that a child 
be examined by an otolaryngologist 
and an audiologist, while the FDA reg- 
ulation only requires that the child be 
examined by a licensed physician. 


DISTRICT OF COLUMBIA 


Act 2-79, Sec. 5: 

Sec. 5 Special Provisions. 

(a) No registrant shall fit, offer for sale, or 
sell a hearing aid to a person unless, within 
the preceding three (3) Months, the person 
has received a medical clearance after an ex- 
amination by an otolaryngologist and a 
hearing test evaluation. 

(b) No registrant shall sell a hearing aid 
not conforming to the hearing test evalua- 
tion required without prior consultation and 
written approval from the signer of the 
hearing test evaluation. 

(c) Sections 5(a) and 5(b) of this act do 
not apply to— 

(1) The purchase of an identical hearing 
aid within two (2) years of the date that the 
purchaser receives the original aid; and 

(2) The purchase of parts, attachments or 
accessories of the telephone designed to aid 
the hearing-impaired. 

(d) If a prospective hearing aid user has a 
bona fide religious belief which precludes 
him or her from having a medical examina- 
tion as required in section 5(a) of this act, 
the prospective hearing aid user may waive 
the medical examination requirement: Pro- 
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vided, That the prospective hearing aid user 
signs the following statement, printed in ten 
(10)-point type: 

“My religious beliefs require that I waive 
the medical examination and the hearing 
aid evaluation required by the ‘Hearing Aid 
Dealer and Consumers Act of 1977’ for the 
purchase of a hearing aid. I voluntarily 
waive the medical examination, notwith- 
standing the fact that I have been advised 


by 


Hearing Aid Dispenser’s Name 


that my best health interest would be 
served if I had a medical evaluation by a 
physician who is an ear specialist.” 

No registrant shall seek to induce a pro- 
spective hearing aid user to execute such a 
waiver. 


This section is more stringent than 
the FDA requirements in several re- 
spects. First, it requires that the pro- 
spective purchaser be examined by an 
otolaryngologist and not just a li- 
censed physician. Second, it requires 
that the prospective purchaser receive 
a hearing test evaluation in addition 
to a medical examination. Third, the 
section requires the prospective pur- 
chaser to obtain a medical examina- 
tion and hearing test evaluation 
within 3 months before the sale of the 
hearing aid. Finally, this section 
allows a waiver of the medical evalua- 
tion requirement only for a person 
who has a bona fide religious belief 
which precludes a medical examina- 
tion. 

As stated above in the discussion of 
general issues, the Commissioner is 
proposing to exempt this section from 
preemption to the extent that it re- 
quires a medical examination by an 
otolaryngologist with 3 months before 
the sale of the hearing aid. However, 
as also stated above, the Commissioner 
is proposing to deny exemption for the 
requirement of a hearing test (audiolo- 
gical) evaluation before the sale of a 
hearing aid. 

The provision that the prospective 
purchaser may waive the medical ex- 
amination requirement only for a 
bona fide religious belief is also more 
stringent than the FDA regulation, 
which permits a waiver for personal or 
religious reasons. Moreover, the provi- 
sion does not refer to the existence of 
certain medical conditions or other- 
wise provide a basis for denying an 
adult the right to decide whether to 
seek or to waive a medical examina- 
tion. However, because it substantially 
narrows the grounds under which an 
adult may waive a medical examina- 
tion, the Commissioner is proposing to 
deny exemption from preemption for 
the District of Columbia provision 
that a purchaser may waive the medi- 
cal examination requirement only for 
religious reasons. As a result, the Fed- 
eral waiver provision will apply in the 
District of Columbia; that is, any in- 
formed adult, 18 or over, may waive 
the medical evaluation requirement. 
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The Commissioner notes that sec- 
tion 5(c) of the District of Columbia 
act exempts from the coverage of sec- 
tions 5(a) and 5(b) the “purchase of an 
identical hearing aid within two (2) 
years” of the original purchase. To be 
in compliance with Federal law, how- 
ever, each sale must satisfy all the re- 
quirements of the FDA regulation. in- 
cluding a medical examination within 
the preceding 6 months. Where there 
is simply a warranty-type substitution 
of one hearing aid for another and not 
a new purchase, the FDA regulations 
relating to conditions of sale do not 
apply. 


FLORIDA 
Florida Statutes § 468.135(5): 


Medical Clearance: If, upon inspection of 
the ear canal with an otoscope, in the 
common procedure of a hearing aid fitter, 
and upon interrogation of the client, there 
is any recent history of infection or any ob- 
servable anomaly, the client shall be in- 
structed to see a physician, and a hearing 
aid shall not be fitted until medical clear- 
ance is obtained for the condition noted. 
Any person with a significant difference be- 
tween bone-conduction and air-conduction 
hearing must be informed of the possibility 
of medical correction. 


Florida Administrative Code §10D- 
48.25(26): 


The registrant shall not fit or sell a hear- 
ing aid to any individual when any of the 
following conditions are found to exist, 
either from observation by the registrant, or 
on the basis of information furnished by the 
prospective hearing aid user, without first 
receiving a written medical clearance for the 
condition noted. Such written statement 
shall be attached to the buyer’s sales con- 
tract. A copy of such statement shall be re- 
tained by the registrant at his place of busi- 
ness for no less than three (3) years. 

(a) Visible, congenital or traumatic defor- 
mity of the ear; 

(b) History of, or active drainage from the 
ear within the previous ninety (90) days; 

(c) History of sudden or rapidly progres- 
sive hearing loss within the previous ninety 
(90) days; 

(d) Acute or chronic dizziness; 

(e) Unilateral hearing loss of sudden or 
recent onset within the previous ninety (90) 
days; 

(f) Any hearing loss in which there is a 15 
db or greater difference between the air- 
conduction threshold and the bone-conduc- 
tion threshold at 500 hertz (Hz), 1,000 Hz, 
and 2,000 Hz; 

(g) Visible evidence of cerumen accumula- 
tion or a foreign body in the ear canal; 

(h) Pain or discomfort in the ear. 


The statute and its implementing 
regulation are more stringent than the 
FDA regulation because of the re- 
quirements that a prospective user ex- 
hibiting one of several medical condi- 
tions obtain a written medical clear- 
ance. Moreover, the section does not 
contain a waiver provision, whereas 
the FDA regulation allows for a 
waiver. The Commissioner notes, how- 
ever, that Florida law does not specify 
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a time period before a sale during 
which the medical examination must 
have taken place. Therefore, the Com- 
missioner is proposing that the Florida 
statute and the implementing regula- 
tion be exempted from preemption. 
The Commissioner advises, however, 
that the medical examination must 
take place within 6 months before the 
sale of the hearing aid in order for the 
sale to be in compliance with the FDA 
regulation. 


KENTUCKY 


Kentucky Revised Statutes § 334.200: 

Requirements for sale or dispensing of 
hearing aids.—(1) It is unlawful for an indi- 
vidual licensed under this chapter to sell or 
dispense a hearing aid to any person unless 
within the preceding ninety (90) days: 

(a) The person has been examined by and 
received a written, signed, and dated approv- 
al for a hearing aid from a duly licensed 
physician. The written approval shall in- 
clude, but not be limited to, a statement 
that the person examined has no known ear 
diseases or conditions of the ear which 
might make the fitting and wearing of a 
hearing aid useless, or harmful to the per- 
son’s health, or which might interfere with 
the proper fitting and wearing of a hearing 
aid; and, 

(b) The person has received a hearing aid 
evaluation, and a written, signed, and dated 
recommendation for a hearing aid from a 
physician or an audiologist licensed or au- 
thorized to practice audiology pursuant to 
KRS 334A. The written recommendation 
may take the form of a specific recommen- 
dation as to the make and model of a hear- 
ing aid or may include a listing of specifica- 
tions for a hearing aid. 

(c) Any person eighteen (18) years of age 
or older may elect to sign a waiver to the re- 
quirements of subsections (a) and (b) of this 
section before the purchase of a hearing aid. 
The waiver shall be on a separate sheet of 
paper, shall be read to the prospective pur- 
chaser of a hearing aid, and shall recite: ‘I 
am eighteen (18) years old or older, and I 
voluntary sign this waiver which indicates 
that I do not wish to have a hearing aid 
evaluation by a physician or an audiologist 
prior to purchasing this hearing aid(s).” 


These requirements are more strin- 
gent than the FDA regulation in two 
respects: The prospective user of a 
hearing aid must have been examined 
by a licensed physician within 90 days 
before the sale, and the Kentucky 
statute requires a prospective user to 
receive an audiological evaluation by a 
licensed physician or audiologist in 
addtion to a medical clearance. As 
stated in the discussion of general 
issues above, the Commissioner is pro- 
posing to deny exemption from pre- 
emption for audiological evaluation re- 
quirements. However, because the 
Kentucky statute permits a waiver of 
the requirements, the Commissioner 
believes that the reasoning given 
above does not apply. Therefore, he is 
proposing to grant exemption from 
preemption for this entire section. 


PROPOSED RULES 


MAINE 


Maine Revised Statute Annotated 1658-D, 
1658-E: 

§1658-D Medical or audiological exami- 
nation. 1. Minors. No dealer may sell or fur- 
nish a hearing aid to a person of 18 years of 
less without a written statement, signed by 
a physician with specialized training in the 
field of otolaryngology or by an audiologist, 
that such person has had an ear or hearing 
examination within 90 days of the purchase 
of furnishing of a hearing aid and that a 
hearing aid is recommended for such 
person. 

2. Adults. The department shall by regula- 
tion list and define certain medical condi- 
tions affecting hearing. If a dealer has 
notice of the existence of any one or more 
of such conditions in the case of a prospec- 
tive purchaser of a hearing aid, whether by 
the dealer’s observation of the prospective 
purchaser or by information furnished by 
the prospective purchaser, fitting of the 


hearing aid shall be delayed until the pur-. 


chaser has had an ear or hearing examina- 
tion administered by a physician with spe- 
cialized training in the field of otolaryngo- 
logy or by an audiologist who, as a result of 
such examination, recommends in writing a 
hearing aid for the prospective purchaser. 

§1658-E Persons and practices not affect- 
ed. This chapter is not intended to prevent 
any person from engaging in the practice of 
measuring human hearing, provided that 
such person does not intend to sell hearings 
aids and accessories unless under the direct 
supervision of a licensee. 

This chapter does not apply to a person 
who is a physician or osteopath duly li- 
censed under the laws of the State of 
Maine. 

Persons holding a master’s or doctoral 
degree from an accredited university pro- 
gram which includes at least 24 credits in 
audiology at the graduate level and 150 su- 
pervised clinical hours in clinical audiology 
may test or measure human hearing but 
shall not demonstrate, with the. intent to 
sell, hearing aids and accessories, except ear 
molds. 

Nothing in this chapter shall be construed 
to require an ear or hearing examination by 
a physician or audiologist of a person who 
objects thereto on the ground that such ex- 
amination conflicts with the tenets and 
practices of a church or religious denomina- 
tion of which he is a member or adherent. 


Section 1658-D is less stringent than 
the FDA regulation in its require- 
ments for both minors and adults be- 
cause it permits the sale of a hearing 
aid on the recommendation of an au- 
diologist without a medical evaluation 
by a licensed physician. Although the 
last sentence of section 1658-E may be 
more stringent than the FDA waiver 
provision because it applies only to 
those who object to examination by a 
physician or audiologist for religious 
reasons, the effect of this provision is 
to require that only those persons who 
do not object for religious reasons be 
examined by a licensed physician or 
an audiologist. Therefore, the Com- 
missioner is proposing to deny exemp- 
tion from preemption for section 1658- 
D and the last sentence of section 
1658-E. 


The Commissioner has determined 
that the first three sentences of sec- 
tion 1658-E are not preempted because 
they are licensing provisions, and 
therefore, not requirements with re- 
spect to a device within the meaning 
of section 521 of the act. 

Maine also requests an exemption 
from preemption for section 1658-C, 
which requires a hearing aid dispenser 
to give a notice containing certain in- 
formation to the purchaser at the 
time of sale. Most of the provisions of 
this section are not requirements with 
respect to a device within the meaning 
of section 521 of the act, and, there- 
fore, are not preempted. Section 1658- 
C(3)\(c), however, requires that the 
notice contain a statement as to 
whether the hearing aid is new, used, 
or reconditioned. This provision is pre- 
empted because it is different from 
the requirements of the FDA regula- 
tion. However, as indicated in the gen- 
eral discussion above, the Commission- 
er is proposing to exempt from pre- 
emption this portion of section 1658- 
C. As a result, if the exemption is 
granted, none of the section will be 
preempted. 


MINNESOTA 


Minnesota Statutes §§ 145.43 and 145.44: 

§145.43 Hearing aids; restrictions on 
sales. Subdivision 1. Definition. ‘Hearing 
aid” means any instrument or device de- 
signed for or represented as aiding defective 
human hearing, and its parts, attachments, 
or accessories, including but not limited to 
ear molds. Batteries and cords shall not be 
considered parts, attachments, or accesso- 
ries of a hearing aid. 

Subdivision 2. Prescription or written rec- 
ommendation required. No hearing aid shall 
be sold by any person in this State except 
upon the prescription or other written and 
signed recommendation of an authorized 
person who is neither employed by, or in a 
business relationship with, a seller of hear- 
ing aids. For purposes of this section, ‘‘au- 
thorized person” means an audiologist, oto- 
laryngologist, otologist, or licensed medical 
doctor. “Audiologist” means an individual 
who holds a master’s degree or doctor’s 
degree in audiology from a college or uni- 
versity that is fully accredited by the North 
Central Association of Colleges and Second- 
ary Schools or an equivalent accrediting as- 
sociation. Any person selling a hearing aid 
as provided in this section shall maintain 
for not less than one year, in a file under 
the name of the person to whom the hear- 
ing aid was sold, a true copy of the prescrip- 
tion. or other written recommendation, as 
provided herein, upon which such sale was 
made. Nothing in this act shall apply to a 
sale solely limited to either repair services 
or replacement parts, or both, for a hearing 
aid already owned by a consumer or to the 
sale of a replacement hearing aid to an aid 
already owned by a consumer. 

§145.44 Conditions requiring consulta- 
tion of doctor or audiologist; waiver of sale 
restrictions. Subdivision 1. When a hearing 
aid vendor finds the following conditions in 
any person either by observation or being 
told by said person, said vendor shall not fit 
or sell a hearing aid until that person has 
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consulted with a licensed medical doctor or 
audiologist: 

(1) Visible congenital or traumatic defor- 
mity of the ear. 

(2) History of, or active drainage from the 
ear within the previous 90 days. 

(3) History of sudden or rapidly progres- 
sive hearing loss within the previous 90 
days. 

(4) Acute or chronic dizziness. 

(5) Unilateral hearing loss of sudden or 
recent onset within the previous 90 days. 

(6) Significant air-bone gap. 

Subdivision 2. Adults under 60 years who 
are legally competent may be exempted 
from the provisions of §145.43, subdivisions 
2 and 3, if they sign a waiver acknowledging 
that they have been provided a copy of this 
law printed in large typeface (at least 14- 
point) and that the law has been read aloud 
to then by the hearing aid vendor. A copy of 
the signed waiver will be kept on file for 
three years from the date of sale. 


Section 145.43 is less stringent than 
the FDA requirements because it 
allows the dispensing of a hearing aid 
upon the recommendation of an audio- 
logist alone. Therefore, the Commis- 
sioner is proposing to deny exemption 
from preemption for this section. 

Similarly, subdivision 1 of §145.44 
will allow the sale of a hearing aid 
upon the recommendation of an audio- 
logist alone. Although the waiver pro- 
vision in subdivision 2 of §145.44 is 
limited to adults under 60 years of age, 
the effect of this provision is merely to 
require that children and adults 60 
years of age and older be examined by 
a physician or an audiologist. There- 


fore, § 145.44 is less stringent than the 
FDA requirements because it does not 
require examination by a physician. 
The Commissioner is proposing to 
deny exemption from preemption for 
this section. 


MISSISSIPPI 


Mississippi Code 73-14-3(g). This 
section defines ‘unethical conduct” 
for hearing aid dealers. Included in 
this definition is the following: 


(9) Dispensing and selling a hearing aid to 
a child under the age of ten (10) years who 
has not been examined and cleared for 
hearing aid use by a board of eligible or cer- 
tified otolaryngologists or evaluated by an 
audioloyist certified by the American 
Speech and Hearing Association unless 
stated as unnecessary for further evaluation 
by either within a ninety-day period. 


This requirement is less stringent 
than the FDA regulation because it 
would allow the sale of a hearing aid 
to a child under the age of 10 upon the 
recommendation of an audiologist 
alone. Therefore, the Commissioner is 
proposing to deny exemption from 
preemption for this section. 


NEBRASKA 


Nebraska Revised Statutes 71-4712(2)c). 
This section prohibits unethical conduct in 
hearing aid dealers including: 

(vi) Fitting and selling a hearing aid to a 
child under the age of sixteen who has not 


PROPOSED RULES 


been examined and cleared for hearing aid 
use within a six-month period by an otolar- 
yngologist. The provisions of this subdivi- 
sion shall not apply to the replacement with 
an identical model of any hearing aid within 
one year of its purchase; 

(vii) Selling a hearing aid to any individu- 
al who has a significant air bone gap or a 
unilateral sensorineural hearing loss unless 


otolaryngologist within a six-month period 
or has signed a statement in duplicate, also 
signed by the retailer, that he has been in- 
formed that he may have a medically or sur- 
gically remediable hearing loss and should 
seek the advice of an otolaryngologist. One 
copy of such statement shall be filed with 
the department. The provisions of this sub- 
division shall not apply to the replacement 
with an identical model of any hearing aid 
within one year of its purchase. 


Subdivision (vi) is more stringent 
than the FDA requirement because it 
requires examination and clearance by 
an otolaryngologist while the FDA 
regulation requires examination and 
clearance by any licensed physician. 
Similarly, subdivision (vii) is more 
stringent than the FDA requirement 
because it requires that an individual 
with a significant air bone gap or a 
unilateral sensorinewal hearing loss be 
examined by an otolaryngologist or 
sign a waiver of that requirement. 
Therefore, the Commissioner is pro- 
posing to exempt these requirements 
from preemption. 

The Commissioner advises, however, 
that in order for a sale to be in compli- 
ance with Federal law, it must also 
meet all the requirements of the FDA 
regulation. Thus, with specific refer- 
ences to the replacement provision in 
the final sentences of subdivisions (vi) 
and (vii), if a “replacement” consti- 
tutes a new sale and not simply a war- 
ranty-type substitution of one hearing 
aid for another, all requirements of 
the FDA regulation must be met, in- 
cluding a medical examination within 
the preceding 6 months. 


NEw JERSEY 


New Jersey Statutes Annotated 45:9A-24, 
25: 45:9A-24 Written recommendation to 
consult licensed physician; conditions; sig- 
nature for receipt; list of physicians. 

Whenever any of the following conditions 
are found to exist either from observations 
by the licensee or on the basis of informa- 
tion furnished by the prospective hearing 
aid user, a licensee shall, prior to fitting and 
selling a hearing aid to any individual, sug- 
gest to that individual in writing that his 
best interests would be served if he would 
consult a licensed physician specializing in 
diseases of the ear or if no such licensed 
physician is available in the community 
then to a duly licensed physician: 

(a) Visible congenital or traumatic defor- 
mity of the ear, 

(b) History of, or active drainage from the 
ear within the previous 90 days, 

(ec) History of sudden or rapidly progres- 
sive hearing loss within the previous 90 
days, 

(d) Acute or chronic dizziness, 
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(e) Unilateral hearing loss of sudden or 
recent onset within the previous 90 days, 

(f) Significant air-borne gap. 

A person receiving the written recommen- 
dation to purchase a hearing aid shall sign a 
receipt for the same. 

The licensee shall provide the prospective 
hearing aid user with a list of at least three 
physicians specializing in diseases of the 
ear, practicing in the area, and their ad- 
dresses or if none are practicing in the area, 
then a list of at least three physicians and 
their addresses. 

45:9A-25 Sale of hearing aid to person 
under 18. No hearing aid shall be sold by an 
individual licensed under this chapter, to a 
person less than 18 years of age unless 
within the preceding 6 months a recommen- 
dation for a hearing aid has been made by a 
board-certified, or a board-eligible physician 
specializing in otolaryngology, or by an au- 
diologist certified by the American Speech 
and Hearing Association after examination 
and diagnosis by a board-certified or board- 
eligible otolaryngologist. A replacement or 
an identical hearing aid within one year 
shall be an exception to this requirement. 


Section 45:9A-24 is more stringent 
than the FDA regulation because it re- 
quires the hearing aid dispenser to 
advise the prospective purchaser to 
consult an otolaryngologist or other li- 
censed physician if any of the listed 
conditions is found to exist. The Fed- 
eral reguiation requires only that the 
User Instructional Brochure contain a 
statement warning hearing aid dis- 
pensers to advise a prospective hearing 
aid user to consult a physician if cer- 
tain medical conditions are found to 
exist. Therefore, the Commissioner is 
proposing to exempt this section from 
preemption. 

Section 45:9A-25 is more stringent 
than the FDA regulation because it 
prohibits the sale of a hearing aid to a 
person under the age of 18 without a 
recommendation by an otolaryng- olo- 
gist or by an audiologist after the pro- 
spective user has been examined by an 
otolaryngologist, while the Federal 
regulation only requires, examination 
by a licensed physician. Therefore, the 
Commissioner is proposing to exempt 
this section from preemption. 

The Commissioner notes that the 
New Jersey requirement does not 
apply to the sale of a replacement or 
identical hearing afd within 1 year. 
The Commissioner reiterates that if a 
“substitution” is in reality a new sale, 
all requirements of the FDA regula- 
tion, including the medical examina- 
tion provisions, must be met. 

New Jersey also requests an exemp- 
tion from preemption for section 
45:9A-23, which requires the dispenser 
to make certain statements to the pur- 
chaser and to give to the purchaser a 
receipt containing certain information. 
Most of the provisions of this section 
are not requirements with respect to a 
device within the meaning of section 
521 of the act and therefore are not 
preempted. Section 45:9A-23(b)(4), 
however, requires that the receipt 
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must include a statement as to wheth- 
er the hearing aid is used or recondi- 
tioned. This provision is preempted be- 
cause it is different from the Federal 
requirements. As indicated in the dis- 
cussion of general issues above, the 
Commissioner is proposing to exempt 
this provision from preemption. As a 
result, the entire section will not be 
preempted. 


New MExIco 


New Mexico Statutes Annotated 67-36- 
16F prohibits: F. Selling or fitting of the 
first hearing aid of any child under sixteen 
(16) years of age, who has not been exam- 
ined and cleared for the aid by both an oto- 
laryngologist and an audiologist, certified 
competent by the American Speech and 
Hearing Association. 


This provision is more stringent 
than the FDA regulation for the situa- 
tions to which it applies because it re- 
quires examination and clearance by 
both an otolaryngologist and an audio- 
logist. Therefore, the Commissioner is 
proposing that this provision be 
exempted from preemption. 


New YORK 


New York General Business Law Article 
37: §784 Special provisions. 1. No hearing 
aid shall be sold to any individual unless 
within the preceding six months the individ- 
ual as been examined by an otolaryngologist 
or a licensed audiologist, and a written rec- 
ommendation for a hearing aid has been 
made by such physician or audiologist 
except, however, that this subdivision shall 
not apply to any individual who signs a writ- 
ten waiver based upon a religious objection: 
Provided, however, That any licensed physi- 
cian may conduct such pure tone and 
speech audiometry and issue a written rec- 
ommendation for a hearing aid if neither an 
otorhinolaryngologist nor licensed audiolo- 
gist is available or if the hearing impaired 
individual is unable to reach. such 
otorhinolaryngologist or licensed audiolo- 
gist by reason of physical incapacity or in- 
firmity and such reason is attested to on the 
written recommendation by the licensed 
physician who conducted the pure tone and 
speech audiometry; except however, that 
this subdivision shall not apply to any other 
individual over the age of sixteen who has 
undergone his first pure tone and speech 
audiometry, and has received his first writ- 
ten recommendation and has purchased his 
first hearing aid and who within the preced- 
ing three years has been examined by an 
otorhinolaryngologist or a licensed audiolo- 
gist or other licensed physician pursuant to 
the provisions of this subdivision and to 
whom a written recommendation has been 
issued by such otorhinolaryngologist, li- 
censed audiologist or other licensed physi- 
cian. This subdivision does not apply to the 
replacement of parts or accessories or to the 
replacement of a hearing aid resulting from 
the loss, damage or theft of the individual’s 
hearing aid occurring within the preceding 
three years of the individuals’ examination 
by an otorhinolaryngologist or a licensed 
audiologist or other licensed physician pur- 
suant to the provisions of this subdivision 
and the issuance of a written recommenda- 
tion by such otorhinolaryngologist, licensed 
audiologist or other licensed physician. 


PROPOSED RULES 


This provision is less stringent than 
the FDA regulation because it allows 
the sale of a hearing aid on the recom- 
mendation of an audiologist alone. 
Therefore, the Commissioner is pro- 
posing to deny exemption from pre- 
emption for this provision and its im- 
plementing regulations. 

New York also requests exemption 
from preemption for section 785-a(3) 
and its implementing regulations, 
which require the dispenser to give 
the purchaser an itemized receipt con- 
taining certain information. Most of 
the provisons of this section are not 
requirements with respect to a device 
within the meaning of section 521 of 
the act and therefore are not preempt- 
ed. Sections 785-a(3) and 191.11(a) of 
the implementing regulations, howev- 
er, require that this receipt contain a 
statement as to whether the hearing 
aid is new, used, or reconditioned. This 
provision is preempted because it is 
different from the Federal require- 
ments. As indicated in the discussion 
of general issues above, the Commis- 
sioner is proposing to exempt this pro- 
vision from preemption. As a result, 
the entire section will not be preempt- 
ed. 
The Commissioner has also deter- 
mined that section 785-a(4), which re- 
quires the dispenser to give the pur- 
chaser a 30-day return privilege, is not 
preempted because it is a consumer 
protection provision beyond the scope 
of § 801.421 of the FDA regulations. 


OHIO 


Ohio Revised Code 4747.09: Sec. 4747.09 

Each licensed hearing aid dealer or fitter 
shall furnish each person supplied with a 
hearing aid a receipt showing the licensee’s 
signature, the number of his license certifi- 
cate, the complete address of his place of 
business, a complete description of .the 
make and model of hearing aid furnished, 
the full terms of sale, including the terms of 
guarantee, if any, and if the hearing aid 
sold is not new, the receipt shall also be 
clearly marked “used” or “reconditioned,” 
whichever is applicable. 
- Each receipt shall also bear, in type no 
smaller than that used in the body of the 
receipt, the following legend: “the purchas- 
er is advised that any examination, fitting, 
recommendation, or representation made by 
a licensed hearing aid dealer or fitter in con- 
nection with the sale of this hearing aid is 
not an examination, diagnosis, or prescrip- 
tion made by a person licensed to practice 
medicine in this state and therefore must 
not be regarded as medical opinion or 
advice.” 

Each licensed hearing aid dealer or fitter 
shall, when dealing with a child sixteen 
years of age or less, ascertain whether such 
child has been examined by an otolaryngo- 
logist prior to being fitted for a hearing aid. 
If the licensee determines that such exami- 
nation has not taken place, he shall recom- 
mend to the person legally responsible for 
the custody of such child that such exami- 
nation take place and shall so state on a 
waiver to be specified by the Board. 


This provision is less stringent than 
the FDA requirements because it re- 
quires only that the hearing aid dis- 
penser advise the parent or guardian 
that the child should be examined by 
an otolaryngologist and apparently 
allows the parent or guardian to waive 
this examination for the child. There- 
fore, the Commissioner is proposing to 
deny exemption from preemption for 
this section. 

The first two sentences of this sec- 
tion require the dispenser to give to 
each purchaser a receipt containing 
certain information. Most of the infor- 
mation required does not relate to the 
safety or effectiveness of hearing aids 
and therefore the requirements are 
not requirements with respect to a 
device within the meaning of section 
521 of the act and are not preempted. 
The requirement, however, that the 
receipt be clearly marked “used” or 
“reconditioned” is preempted because 
it is different from the Federal re- 
quirements. As indicated in the discus- 
sion of general issues above, the Com- 
missioner is proposing to exempt this 
section from preemption. As a result, 
all of the provisions with respect to 
the receipt will not preempted. 


OREGON 


Oregon Revised Statute § 694.136 provides 
that a person registered to deal in hearing 
aids may have the certificate of registration 
revoked for several reasons including the 
following: 

(6) Fitting or dispensing a hearing aid for 
use by any person without first determining 
through direct observation and personal in- 
terview whether any of the following condi- 
tions exist and, if so determined, failing to 
refer the person to a licensed medical physi- 
cian specializing in diseases of the ear or if 
no such licensed physician is available in 
the community, to any licensed medical 
physician: 

(a) Visible congenital or traumatic defor- 
mity of the ear; 

(b) History of, or active drainage from, the 
ear within the previous 90 days; 

(c) History of sudden or rapidly progres- 
sive hearing loss within the previous 90 
days; 

(d) Acute or chronic dizziness; 

(e) Unilateral hearing loss of sudden or 
recent onset within 90 days; 

(f) Significant air-bone gap (greater than 
or equal to 15 decibels, American National 
Siandards Institute, 500, 1,000 and 2,000 Hz 
average); or 

(g) Any other condition that the division 
may by rule establish. 

However, if the person or the parents or 
guardians of the person refuse for good 
cause, to seek medical opinion, the person 
dealing in hearing aids shall obtain from 
the person or the parents or guardian of the 
person a certificate to that effect in a form 
as prescribed by the division. It is a viola- 
tion of this subsection for any person deal- 
ing in hearing aids or his employees and pu- 
tative agents, upon making such required 
referral for medical opinion, to in any 
manner whatsoever disparage or discourage 
a prospective hearing aid user from seeking 
such medical opinion prior to the fitting 
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and dispensing of a hearing aid. Nothing re- 
quired to be performed by a person dealing 
in hearing aids under this subsection means 
that the person is engaged in the diagnosis 
of illness or the practice of medicine or any 
other activity prohibited by the provisions 
of ORS 694.036, 694.095 and this section. 

(7) Fitting or dispensing a hearing aid for 
use by any person under 16 years of age 
unless within 90 days of such sale the child 
has been referred: 

(a) To an otolaryngologist for examina- 
tion and for a recommendation of corrective 
measures which may be required; or 

(b) To a properly licensed medical physi- 
cian for like examination and recommenda- 
tion; or 

(c) To an audiologist licensed by the State 

of Oregon for an evaluation of the child’s 
hearing and for a recommendation of cor- 
rective measures which may be required: 
Provided, That the child is also examined 
by a properly licensed medical physician 
who gives approval for possible hearing aid 
use. 
If the parents or guardian of such person 
refuse for good cause to seek medical opin- 
ion, the person dealing in hearing aids shall 
obtain from such parents or guardian a cer- 
tificate to that effect in a form prescribed 
by the division. However, the replacement 
of an identical hearing aid within one year 
is not subject to this subsection. 


Subsection (6) is less stringent than 
the FDA regulation because it appar- 
ently permits the parent or guardian 
of a minor 16 or 17 years of age to 
waive the medical examination re- 
quirement for the child. Therefore, 
the Commissioner is proposing to deny 
exemption from preemption for this 
subsection. 

Subsection (7) also provides that the 
parent or guardian of the child may 
waive the medical evaluation require- 
ment for the child. To this extent, 
subsection (7) is less stringent than 
the FDA requirement. The Commis- 
sioner is proposing to deny exemption 
from preemption for this subsection. 

Oregon also requests exemption 
from preemption for section 694.036 
which requires the dispenser to give 
the purchaser a receipt containing cer- 
tain information. Most of the provi- 
sions of this section are not require- 
ments with respect to a device within 
the meaning of section 521 of the act. 
However, section 694.036(e) requires 
that this receipt contain a statement 
as to whether the hearing aid is new, 
used, or reconditioned. This provision 
is preempted because it is different 
from the Federal requirements. As in- 
dicated in the discussion of general 
issues above, the Commissioner is pro- 
posing to exempt this section from 
preemption. As a result, none of sec- 
tion 694.036 will be preempted. 


“PENNSYLVANIA 


35 Purdon’s Statutes § 6700: 

Section 402. Referral to physician. 
Whenever any of the following conditions 
are found to exist either from observations 
by the registrant or on the basis of informa- 
tion furnished by the prospective hearing 
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aid user, a registrant shall, prior to fitting 
and selling a hearing aid to any individual, 
suggest to that individual in writing that his 
best interests would be served if he would 
consult a licensed physician specializing in 
diseases of the ear, or if no such licensed 
physician is available, then to a duly li- 
censed physician: 

(1) Visible congenital or traumatic defor- 
mity of the ear. 

(2) Active drainage from the ear within 
the previous 90 days or history of this symp- 
tom. 

(3) Sudden or rapidly progressive hearing 
loss within the previous 90 days. 

(4) Acute or chronic dizziness. 

(5) Unilateral hearing loss of sudden or 
recent onset within the previous 90 days. 

(6) Visible evidence of cerumen accumula- 
tion or a foreign body in the ear canal. 

(7) Significant air-bone gap, when general- 
ly acceptable standards have been estab- 
lished. 

(8) Pain in the ear within the previous 90 
days. 

Whenever any of the aforementioned con- 
ditions are found to exist either from obser- 
vations by the registrant or on the basis of 
information furnished by the prospective 
hearing aid user, the registrant shall not 
sell or fit a hearing aid to such person with- 
out a written recommendation from a li- 
censed physician that a hearing aid may be 
beneficial to such person. 

Section 403. Medical examination. No 
hearing aid is to be sold to any individual 
unless, wrthin the preceding six months, 
the individual has been examined by an oto- 
logist or otolaryngologist or any licensed 
physician, and a written recommendation 
has been made by such physician that the 
use of a hearing aid may be beneficial to the 
physician’s patient. 

This section does not apply to (i) the re- 
placement of parts or accessories or of a 
worn out or damaged hearing aid, or (ii) any 
individual who signs a written waiver as set 
forth in this section. The waiver form must 
be in at least 10 point type. The waiver must 
be read and explained in such a manner 
that the purchaser will be thoroughly aware 
of the consequences of signing the waiver. 
The waiver form shall read as follows: 

“T have been advised that my best inter- 
ests would be served if I had a medical ex- 
amination by an otologist or otolaryngolo- 
gist or any licensed physician before my 
purchase of a hearing aid. 


(Registrant’s Name) 


has fully and clearly informed me of the 
value of such medical examination. After 
such explanation, I voluntarily sign this 
waiver. I choose not to seek a medical exam- 
ination before the purchase of the hearing 
aid.” 


(Signature of Registrant) 
(Signature of Purchaser) 


Section 506. Sale to Minors. No hearing 
aid shall be sold by an individual registered 
under this act to a person 18 years of age or 
younger, unless within the preceding 6 
months a recommendation for a hearing aid 
has been made by a physician specializing in 
otolaryngology or otology. A replacement of 
an identical hearing aid within 6 months 
shall be an exception to this requirement. 











Section 402 is more stringent than 
the FDA requirement because it pro- 
hibits the hearing aid despenser from 
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Selling a hearing aid when certain 
medical conditions are found to exist, 
unless the prospective user receives a 
written recommendation from a li- 
censed physician; no waiver of this re- 
quirement is permitted. The Commis- 
sioner is proposing to exempt this sec- 
tion from preemption. 

Section 403 is not preempted be- 
cause it is substantially identical in 
most respects to the FDA require- 
ments in that it requires that the pro- 
spective user obtain medical clearance 
within 6 months before the sale of a 
hearing aid and permits an informed 
adult to waive this requirement. 

The Commissioner advises, however, 
that in order for a sale to be in compli- 
ance with Federal law, it must also 
meet all the requirements of the FDA 
regulation. Thus, with specific refer- 
ence to the replacement provision in 
the first sentence of the second para- 
graph of section 403, if a “replacement 
of parts or accessories or of a worn out 
or damaged hearing aid” constitutes a 
new sale and not simply a warranty- 
type replacement of parts or substitu- 
tion of one hearing aid for another, all 
requirements of the FDA regulation 
must be met including a medical exam- 
ination within the preceding six 
months. 

The requirement in section 506 that 
a prospective hearing aid user 18 years 
of age or younger must be examined 
by an otolaryngologist or otologist is 
more stringent than the FDA require- 
ment of examination by any licensed 
physician. Also, section 506 does not 
permit anyone 18 years of age to waive 
the requirement while the FDA regu- 
lation permits a waiver for those 18 
years of age or older. The Commission- 
er is proposing to exempt section 506 
from preemption because it is more 
stringent than the Federal regulation. 


TEXAS 

Vernon’s Civil Statutes. Article 4566. Sec- 
tion 14: 

(d) Every license must, when dealing with 
a child 10 years of age or under, ascertain 
whether the child has been examined by an 
otolaryngologist for his recommendation 
within 90 days prior to the fitting. If such is 
not the case, a recommendation by the li- 
censee to do so must be made and this fact 
noted on the bill of sale required in subsec- 
tion (b) of this section. 


This section is less stringent than 
the FDA requirements because it re- 
quires only that the hearing aid dis- 
penser recommend that the child be 
examined by an otolaryngologist and 
apparently would allow the dispenser 
to sell the hearing aid even though 
the child has not been medically ex- 
amined. The Commissioner is propos- 
ing to deny exemption from preemp- 
tion for this section. 

Texas also seeks exemption from 
preemption for section 14(b), which re- 
quires the dispenser to give to the pur- 
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chaser a bill of sale containing certain 
information. Most of the information 
required by this section does not relate 
to the safety or effectiveness of hear- 
ing aids and therefore these provisions 
are not preempted. However, section 
14(b) requires that the bill of sale in- 
clude a statement as to whether the 
hearing aid is new, used, or rebuilt. 
This provision is preempted because it 
is different from the Federal require- 
ments. As indicated in the discussion 
of general issues above, the Commis- 
sioner is proposing to exempt this pro- 
vision from preemption. As a result, 
none of section 14(b) will be preempt- 
ed. 


WASHINGTON 
Revised Code of Washington 18.35.1190: 


§18.35.110 Grounds for suspension of li-. 


censee. Any person licensed under this chap- 
ter may have his license suspended for a 
fixed period or be placed on probation by 
the department for any of the following 
causes: 


(2eXi) Whenever any of the following 
conditions are found or should have been 
found to exist either from observations by 
the licensee or on the basis of information 
furnished by the prospective hearing aid 
user, prior to fitting and dispensing a hear- 
ing aid to any such prospective hearing aid 
user, failing to advise that prospective hear- 
ing aid user in writing that he should first 
consult a licensed physician specializing in 
diseases of the ear or if no such licensed 
physician is available in the community 
then to any duly licensed physician: 

(A) Visible congenital or traumatic defor- 
mity of the ear; 

(B) History of, or active drainage from the 
ear within the previous ninety days; 

(C) History of sudden or rapidly progres- 
sive hearing loss within the previous ninety 


S; 

(D) Acute or chronic dizziness; 

(E) Unilateral hearing loss of sudden or 
recent onset within ninety days; 

(F) Significant airbone gap (when general- 
ly acceptable standards have been estab- 
lished); 

(G) Any other conditions that the depart- 
ment may by rule establish: Provided, That 
it shall be a violation of this subsection for 
any licensee or his employees and putative 
agents upon making such required referral 
for medical opinion to in any manner what- 
soever disparage or discourage a prospective 
hearing aid user from seeking such medical 
opinion prior to the fitting and dispensing 
of 2 hearing aid: And provided further, That 
no such referral for medical opinion need be 
made by any licensee in the instance of re- 
placement only of a hearing aid which has 
been lost or damaged beyond repair within 
one year of the date of purchase: And pro- 
vided further, That nothing in this section 
required to be performed by a licensee shall 
mean that the licensee is engaged in the di- 
agnosis of illness or the practice of medicine 
or any other activity prohibited by the pro- 
visions of this code; 

(ii) Fitting and dispensing a hearing aid to 
any person under eighteen years of age who 
has not been examined and for 
hearing aid use within the previous six 
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months by a physician specializing in otolar- 
yngology except in the case of replacement 
instruments or except in the case of the par- 
ents or guardian of such person refusing, 
for good cause, to seek medical opinion; Pro- 
vided, That should the parents or guardian 
of such person refuse, for good cause, to 
seek medical opinion, the licensee shall 
obtain from such parents or guardian a cer- 
tificate to that effect in a form as prescribed 
by the department; 

(iii) Fitting and dispensing a hearing aid 
to any person under eighteen years of age 
who has not been examined by a clinical au- 
diologist for his recommendations during 
the previous six months, without first advis- 
ing such person or his parents or guardian 
in writing that he should first consult a 
clinical audiologist. 


Subsection (2)(e)(i) is less stringent 
than the FDA regulation because it re- 
quires only that the hearing aid dis- 
penser advise the prospective user to 
consult an otolaryngologist or other li- 
censed physician if one of the listed 
conditions is found to exist and appar- 
ently allows the sale of the hearing aid 
without a medical evaluation or a writ- 
ten waiver of a medical evaluation. 
Therefore, the Commissioner is pro- 
posing to deny exemption from pre- 
emption for this requirement. 

Subsection (2)(e)(ii) is less stringent 
than the FDA regulation because it 
allows the parent or guardian of a 
child under the age of 18 to waive the 
medical evaluation requirement for 
the child. Therefore, the Commission- 
er is proposing to deny exemption 
from preemption for this requirement. 

Subsection (2)e)(iii), if it is consid- 
ered to be in addition to the FDA 
medical evaluation requirement, is 
more stringent than the FDA require- 
ment because it imposes an additional 
requirement of examination by an au- 
diologist for a prospective hearing aid 
user under the age of 18. The Commis- 
sioner is proposing to exempt subsec- 
tion (2)e)(iii) from preemption. 


WEST VIRGINIA 


West Virginia Code § 30-26-14: 

Section 30-26-14 Matters to be ascer- 
tained by licensee prior to the sale or fitting 
of hearing aids. (a) Every licensee engaged 
in the practice of dealing in or fitting of 
hearing aids shall, prior to the sale or the 
fitting of a hearing aid intended to be worn 
or used by any person, first ascertain 
whether such person has within the preced- 
ing six months been examined for the defec- 
tive or impaired hearing condition sought to 
be relieved by an otolaryngologist or other 
duly licensed physician. If such person has 
been so examined, the licensee shall, prior 
to the sale or fitting of such hearing aid, de- 
termine the recommendations and consult 
with such otolaryngologist or physician. If 
such person has not been so examined, the 
licensee shall not proceed to the sale or fit- 
ting of a hearing aid until after such person 
has been so examined. 

(b) Prior to the sale of a hearing aid, every 
licensee shall be required to advise in writ- 
ing, in the manner and form prescribed by 
the board, the person to whom he intends 
to sell or fit with such hearing aid that such 


person’s best interest would be served by 
consulting an otolaryngologist or other phy- 
sician specializing in diseases of the ear, or 
any other physician duly licensed to prac- 
tice medicine in this State, if any of the fol- 
lowing conditions are found upon examina- 
tion of such person: 

(1) Visible congenital or traumatic defor- 
mity of the ear;. 

(2) History of active ear discharge within 
the previous ninety days; 

(3) History of a sudden or rapidly progres- 
sive hearing loss within the previous ninety 
days; 

(4) Acute or chronic dizziness; 

(5) Unilateral hearing loss of sudden or 
recent onset within the previous ninety 
days; or 

(6) Significant air-bone gap. 

(c) A copy of any writing or form required 
to be given to a prospective purchaser or 
other person by the terms of this section 
shall be retained in the records of the li- 
censee for a period of seven years following 
the issuance of each writing. 


Subsection (a) is more stringent 
than the Federal regulation because it 
does not permit the prospective user 
to waive the medical evaluation re- 
quirement. However, as stated above, 
the Commissioner believes that in- 
formed adults should be permitted to 
waive the medical evaluation require- 
ment if the prospective user has reli- 
gious or personal objections to a medi- 
cal evaluation. Therefore, the Com- 
missioner is proposing to deny exemp- 
tion from preemption for this subsec- 
tion. As a result, the Federal waiver 
provision will apply in West Virginia; 
that is, any informed adult, 18 or 
older, may waive the medical evalua- 
tion requirement. 

Subsection (b) of this section is more 
stringent than the Federal regulation 
because it requires the hearing aid dis- 
penser to consult a physician if one of 
six warning signs is present. The Fed- 
eral regulation (§801.420(cx2)) re- 
quires that the user instructional bro- 
chure contain a statement warning 
hearing dispensers to advise the pro- 
spective user to consult promptly a 
physician if one of eight conditions is 
observed in the prospective user. Since 
the West Virginia statute requires the 
dispenser to advise the prospective 
user in writing, it is more stringent 
than the Federal requirement and the 
Commissioner is proposing to exempt 
it from preemption. 

Subsection (c) of this section is more 
stringent than the Federal require- 
ment because it requires the hearing 
aid dispenser to maintain for 7 years 
copies of the physician’s clearance 
statement and the written warnings 
required by subsection (b), while the 
Federal regulation requires the dis- 
pensers to maintain copies of medical 
clearance statements and waivers for 
only 3 years. Therefore the Commis- 
sioner is proposing to exempt subsec- 
tion (c) from preemption. 
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COMMENT 


The Commissioner has made his de- 
cisions on these applications based on 
the plain meaning of the language of 
the requirements. The Commissioner 
invites comments on whether he has 
interpreted these requirements cor- 
rectly and on whether these require- 
ments are interpreted or applied dif- 
ferently by the States. The Commis- 
sioner also invites comments on those 
State statutes that require mandatory 
audiological evaluation and those that 
also limit waiver of the medical evalu- 
ation requirements. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 521, 701, 
52 Stat. 1055-1056 as amended, 90 
Stat. 574 (21 U.S.C. 360k, 371)) and 
under authority delegated to him (21 
CFR 5.1), the Commissioner proposes 
that part 808 be amended as follows: 

1. In §808.1 by adding a new para- 
graph (f) as follows: 


§808.1 Scope. 


s * * * * 


(f) The Federal requirement will 
apply at all times regardless of wheth- 
er the State or local requirement is 
preempted or exempted from preemp- 
tion. As a result, if a State or local re- 
quirement exempted from preemption 
is not as broad in its application as the 
Federal requirement, the Federal re- 
quirement will apply to those circum- 
stances not covered by the State or 
local requirement. 


2. In §808.55 California by adding 
new paragraphs (a) (13) and (14) as 
follows: 


§808.55 California. 


(aetee. 

(13) Business and Professions Code, 
sections 3365 and 3365.6. 

(14) Health and Safety Code, section 
26463(m). 


* * * * * 


3. In subpart C by adding new 
§§ 808.53, 808.57, 808.59, 808.67, 808.69, 
808.73, 808.74, 808.77, 808.80, 808.81, 
808.82, 808.85, 808.87, 808.88, 808.93, 
808.97, 808.98, and 808.101 as follows: 


§808.53 Arizona. 


(a) The following Arizona medical 
device requirements are enforceable 
notwithstanding section 521 of the act 
because the Commissioner of Food 
and Drugs has granted an exemption 
from preemption under section 521(b) 
of the act: 

(1) Arizona Revised Statutes, chap- 
ter 17, §36-1901.7(t). 

(2) Arizona Code of Revised Regula- 
tions, title 9, article 3, section R9-16- 
304. 
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(b) The following Arizona medical 
device requirements are preempted by 
section 521 of the act and have been 
denied an exemption from preemp- 
tion: 

(1) Arizona Revised Statutes, chap- 
ter 17, §36-1901.7(s). 

(2) Arizona Code of Revised Regula- 
tions, title 9, article 3, section R9-16- 
303. 


§808.57 Connecticut. 


The following Connecticut medical 
device requirements are enforceable 
notwithstanding section 521 of the act 
because the Commissioner of Food 
and Drugs has granted an exemption 
from preemption under section 521(b) 
of the act: Connecticut General Stat- 
utes, sections 20-403 and 20-404. 


§ 808.59 Florida. 


The following Florida medical device 
requirements are enforceable notwith- 
standing section 521 of the act because 
the Commissioner of Food and Drugs 
has granted an exemption from pre- 
emption under section 521(b) of the 
act: 

Florida statutes, §468.135(f) and 
Florida Administrative Code, §10D- 
48.25(26), on the condition that the 
medical evaluation required by thse 
sections take place no more than 6 
months before the sale of the hearing 
aid. 


§ 808.67 Kentucky. 


The following Kentucky medical 
device requirement is enforceable not- 
withstanding section 521 of the act be- 
cause the Commissioner of Food and 
Drugs has granted an exemption from 
preemption under section 521(b) of 
the act: Kentucky Revised Statutes, 
section 334.200(1). 


§ 808.69 Maine. 


(a) The following Maine medical 
device requirement is enforceable not- 
withstanding section 521 of the act be- 
cause the Commissioner of Food and 
Drugs has granted an exemption from 
preemption under section 521(b) of 
the act: Maine Revised Statutes, title 
32, section 1658-C, on the condition 
that, in enforcing this requirement, 
Maine applies the definition of “used 
hearing aid” in § 801.420(a)(6) of this 
chapter. 

(b) The following Maine medical 
device requirements are preempted by 
section 521 of the act and have been 
denied an exemption from preemp- 
tion: Maine Revised Statutes, title 32, 
section 1658-D and the last sentence 
of section 1658-E. 


§ 808.73 Minnesota. 


The following Minnesota medical 
device requirements are preempted by 
section 521 of the act and the Commis- 
sioner of Food and Drugs has denied 
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an exemption from preemption for 
these requirements: Minnesota Stat- 
utes, §§ 145.43 and 145.44. 


§ 808.74 Mississippi. 


The following Mississippi require- 
ment is preempted by section 521 of 
the act and the Commissioner of Food 
and Drugs has denied an exemption 
from preemption for this requirement: 
Mississippi Code, section 73-14-3(g)(9). 


§ 808.77 Nebraska. ° 


The following Nebraska medical 
device requirements are enforceable 
notwithstanding section 521 of the act 
because the Commissioner of Food 
and Drugs has granted an exemption 
from preemption under section 521(b) 
of the act: Nebraska Revised Statutes, 
sections 71-4712(2)(c) (vi) and (vii). 


§ 808.80 New Jersey. 


The following New Jersey medical 
device requirements are enforceable 
notwithstanding section 521 of the act 
because the Commissioner of Food 
and Drugs has granted an exemption 
from preemption under section 521(b) 
of the act: 

(1) New Jersey Statutes Annotated, 
section 45:9A-23, on the condition that 
New Jersey, in enforcing this require- 
ment, applies the definition of ‘‘used 
hearing aid” in § 801.420(a)(6) of this 
chapter. 

(2) New Jersey Statutes Annotated, 
sections 45:9A-24 and 45:9A-25. 


§ 808.81 New Mexico. 


The following New Mexico medical 
device requirement is enforceable not- 
withstanding section 521 of the act be- 
cause the Commissioner of Food and 
Drugs has granted an exemption from 
preemption under section. 521(b) of 
the act: New Mexico Statutes Anno- 
tated, section 67-36-16(F). 


§ 808.82 New York. 


(a) The following New York medical 
device requirements are enforceable 
notwithstanding section 521 of the act 
because the Commissioner of Food 
and Drugs has granted an exemption 
from preemption under section 521(b) 
of the act: 

(1) General business law, article 37, 
section 785-a(3). 

(2) Official Compilation of codes, 
rules and regulations of the State of 
New York, chapter V, title 19, sub- 
chapter G, §§ 191.10 and 191.11, on the 
condition that New York, in enforcing 
this requirement, applies the defini- 
tion of “used hearing aid’ in 
§ 801.420(a)(6) of this chapter. 

(b) The following New York medical 
device requirements are'preempted by 
section 521(a) of the act and the Com- 
missioner of Food and Drugs has 
denied an exemption from preemp- 
tion: 
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(1) General business law, article 37, 
section 784. 

(2) Official compilation of codes, 
rules and regulations of the State of 
New York, chapter V, title 19, sub- 
chapter G, §§ 191.6, 191.7, 191.8, and 
191.9. 


§ 808.85 Ohio. 


The following Ohio medical device 
requirement is enforceable notwith- 
standing section 521(a) of the act be- 
cause the Commissioner of Food and 
Drugs has granted an exemption from 
preemption under section 521(b) of 
the act: Ohio Revised Code, § 4747.09; 
for the last two sentences, with re- 
spect to medical examination of chil- 
dren, on the condition that Ohio, 
when enforcing this requirement, ap- 
plies the definition of “used hearing 
aid” in § 801.420(a)(6) of this chapter. 


§ 808.87 Oregon. 


(a) The following Oregon medical 
device requirements are enforceable 
notwithstanding section 521(a) of the 
act because the Commissioner of Food 
and Drugs has granted an exemption 
from preemption under section 521(b) 
of the act: Oregon Revised Statutes, 
§ 694.036. 

(b) The following Oregon medical 
device requirements are preempted by 
section 521 of the act and the Commis- 
sioner of Food and Drugs has denied 
an exemption from preemption: 
Oregon Revised Statutes, §§ 694.136 (6) 
and (7). 


§ 808.88 Pennsylvania. — 


The following Pennsylvania medical 
device requirements are enforceable 
notwithstanding section 521(a) of the 
act because the Commissioner of Food 
and Drugs: has granted an exemption 
from preemption under section 521(b) 
of the act: 35 Purdon’s Statutes 6700, 
section 402; section 504(4) on the con- 
dition that Pennsylvania, when en- 
forcing this requirement, applies the 
definition of “used hearing aid” in 
§ 801.420(ax(6) of this chapter; section 
506; and section 507(2). 
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§ 808.93 Texas. 


(a) The following Texas medical 
device requirement is enforceable not- 
withstanding section 521(a) of the act 
because the Commissioner of Food 
and Drugs has granted an exemption 
from preemption under section 521(b) 
of the act: Vernon’s Civil Statutes, Ar- 
ticle 4566, section 14(b), on the condi- 
tion that Texas, when enforcing this 
requirement, applies the definition of 
“used hearing aid” in § 801.420(a)(6) of 
this chapter. 

(b) The following Texas medical 
device requirement is preempted by 
section 521(a) of the act and the Com- 
missioner of Food and Drugs has 
denied an exemption from preemp- 
tion: Vernon’s Civil Statutes, Article 
4566, section 14(d). 


§ 808.97 Washington. 


(a) The following Washington device 
requirement is enforceable notwith- 
standing section 521(a) of the act be- 
cause the Commissioner of Food and 
Drugs has granted an exemption from 
preemption: Revised Code of Washing- 
ton 18.35.110(2)(e)(iii), on the condi- 
tion that it is enforced in addition to 
the applicable requirements of this 
chapter. 

(b) the following Washington medi- 
cal device requirements are preempted 
by section 52i(a) of the act and the 
Commissioner of Food and Drugs has 
denied an exemption from preemp- 
tion: Revised Code of Washington 
18.35.110(2) (i) and (ii). 


§ 868.98 West Virginia. 


The following West Virginia medical 
device requirement is preempted by 
section 521(a) of the act and the Com- 
missioner of Food and Drugs has 
denied an exemption from preemp- 
tion: West Virginia Code, section 30- 
26-14. 


§ 808.101 District of Columbia. 


(a) Except as provided in paragraph 
(b) of this section, the following Dis- 
trict of Columbia medical device re- 
quirements are enforceable notwith- 


standing section 521 of the act because 
the Commissioner of Food and Drugs 
has granted an exemption from pre- 
emption under section 521(b) of the 
act: Act 2-79, section 5 and section 6, 
on the condition that the District of 
Columbia, in enforcing the require- 
ment. in section 6(a)(5), applies the 
definition of “used hearing aid” in 
§ 801.420(a)(6) of this chapter. 

(b) The following District of Colum- 
bia medical device requirement is pre- 
empted by section 521(a) of the act 
and the Commissioner of Food and 
Drugs has denied an exemption from 
preemption: Act 2-79 to the extent 
that it requires a hearing test evalua- 
tion for adults 18 years or older and 
does not allow adults to waive the 
medical evaluation requirement for 
personal, as well as religious reasons. 


Interested persons may, on or before 
September 26, 1978, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Room 4-65, 5600 
Fishers Lane, Rockville, Md. 20857, 
written comments regarding this pro- 
posal. Four copies of all comments 
shall be submitted, except that indi- 
viduals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number 
found in brackets in the heading of 
this document. Received commments 
may be seen in the above office be- 
tween the hours of 9 a.m. and 4 p.m., 
Monday through Friday. 

In accordance with Executive Order 
12044, the economic effects of this 
proposal have been carefully analyzed, 
and it has been determined that the 
proposed rulemaking does not involve 
major economnic consequences as de- 
fined by that order. A copy of the reg- 
ulatory analysis assessment support- 
ing this determination is on file with 
the Hearing Clerk, Food and Drug Ad- 
ministration. ; 


Dated: July 20, 1978. 


a DONALD KENNEDY, 
Commissioner of Food and Drugs. 


(FR Doc. 78-20862 Filed 7-27-78; 8:45 am] 
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